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IK wpT ^ wvn iraft f f«it itf ^ wv tf- 
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separate compilation 

vftr Tf^STT 17?^^ K^ri'T'T 
farirnr) 

Trt 2 19S.S 

■jn. w. Pt. (37 7(aT) :— sTm^^r wwot 

1945 TF vfk H'vftff.T ^ fwt^ SfRtT'T pT"T*rf iPF S|Tf7^, 

vftr JFVrrtF^T FTTm?)' vrfErPrim, i940 (1940 SFr 23 ) ^ 

OT^T 12 vftT aPT 93 ^ W^FfFTiJ^F, VlKff % fimtiT ^fVt 

'TfrmT ipMirtr a^VTiT (VTFVk'F f^«TT3T) TT VF-fa-^^TTF n. ^. vr . 
fp. 777 (bt) Itrfypr 15 ftr^FWfT. 1997 W£fi=T, ama ttstT^T 
*T+)TUI'F''I. VIPT 2 ^ 3, 'd'T«i (i) 15 ftTeTEin:, 1987 

SFvnfiirFT frirr if'TF «ft fwir atr^-riff ?Ti^<r 

IT toA, gw wfng3RT Tt 'PTiT- ii'jrw srfgirf 

;Tt ,gavw sttf tF >rt 'ft, wr® ^ w^rtr % vrwR % 

51 T wtwa aV imt ^FT?r FnnPrv sft 

g'FTWI at I 

■ vftT: gw* 15 - 9-1937 "Pt gwr stf gwaff wr feirr 

amar ; 


tfiT ^wta gTTPR ^ ^ 3TTWT qr ar^ sftr gin^ 
q^ fk^rr qrr fgrar It 1 

aa: ar, ^igita ttw, wtaRr iftr aarar araift afafgaa, 
1940 ( 1940 w 23) "^t arrr 12 *fk arr 33 inr irm 
siPraiff ar Jrata qrT^ ja, gaat^ a a iy si i v ^ ?r qTTRa 
^ qiFam ^itT: iiamg aTaat fwr, 1945 ar sttr 
TT^ar qrrg % f^ri^ fgtgfirf^ ftar arrat jt, a^f^j :— 

1 . ( 1 ) w fpaff ar tffiro gia 'ftr wffg aafr 
(^aa tfuftar) fara, i988 ft 1 

( 2 ) a aipTW ir apTiR qtt grTta qit ^it 1 

2. nWii vftT qgrar agtft ftrar, 1945 qtt if, 

sjfgfe 2(i ^ gsaiTj fgagWag FTfgfe av- pafrg qff irraft, 
as%:~- 


aVfsm qg ar ^ qg lagp; sftr vi# 

1 ' 2 
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“n. ^ 

firWinT (^frft^wVtnrT 3. 5 

♦{TWiftw 2.9 

nT./first 'rtffftnpT 
1.5nr./firs20. oTTT. 
ftRR 

flTt>pnrfiR irtr 
nfiiwifiia frin «rT rrtprr 
(rrrlwT 

{2. srtr/fifstoprftiKjat'Tr ^- 
w $ I 


[rt. - 11014/5/37 - 

iPT. ^'TjiT'irt, ?fipir trfVt 

ffem: 1-5-1979 ^ w wrfrfir^ ^ftTr^ irtt srrntTT Hmf)' 
jrsTTH^ rrnnfr finw, 1945 Rrrtcir *i\t 'rfttrt tTfirm 
H'a T gpT («im f^mr) ^ witnr rprrftiss t, 
riVrftr rftt irawr rrwat rrfq'firw itVt f»pr»r 
6 i) rp^rfirst ^ 1 trinw 

ifTpr 2, flrt 3 (i) if swrfrro' fir^TTfirfirt xrrsrg;qTmf 
artr wr firir^ff tir rf^ftspr fwr ’Tin t' * 1 ''^ •— 

1. rn. «fiT. fir. 1241 erNt 6-10-79 

2. rrr. ’PT, fir. 1242 rrr^ 0-10-79 

3. ET. trr, fir. 1243 ?rr^ 0-10-79 

4. m, ’pr, fir. 1281 Titfiff 12-10-79 
.5. rrr. tn. fir. 430 rtitfr 19-4-30 

6 . rrr. wit. fir. 779 rrrOw 26 - 7 -ho 

7. rrr. wo. fir. 54o(sr) 5-12-80 

8 . rn, wn. fir. 68 o(w) rrr^ 5-12-30 

9. rrr. wo. fir, osi^-.) wrOwr 3-12-80 

10. rrr. wo. fir. 692 (wr) ?rrtf^ 5-13-80 
11- or. wo. fir. 27 (ar) mttw 17-1-81 

12. or. wtt. fir. 478 (ar) ortW e-s-si 

13. rn. wo. fir. 02 ( 41 ) mtf^ 1 . 5 - 2-82 

14 . or, wo. fir. 462 (af) rrr^Nr 22-6-82 

15. rrr. wo, fir. 5 io(ar) orOw 26-7-82 

16. rrr. wo. fir. i 3 (sr) oitfv 7-1-83 

17. or. wo. fii, 3 i 8 (aT) rrrtfwr 1-5-34 

18. wrr, wo. fir. 33 l(Wj) 8 - 5-8 4 

19 . rn. WO. fir. 4 6 o(aT) or<fw 20-6-34 


20. 

HI. 

wa. fir. 487 ( 31 ) wrftv 

2 - 7-84 

21 . 

nr. 

wa. fir, 89 ( 31 ) nrOwr 

16 - 2-8 5 

22 . 

nr, 

wa. fir. 788 ( 31 ) irrffir 

16 - 10-3 5 


23 - rtr. wo. fir. i 7 (aT) mffw 7-1-S6 

24 . or. wo, fir. 1049 (aT) OrfflT 29 - 8-86 

25 . wr. wo. fir. 1060 ( 31 ) oiT>r .5-9-86 

26. m. wo. fir. 1115 ( 31 ) mtfu 30-9-36 
27 - 01 . wo. fir. 71 ( 31 ) OCtfwr 30 - 1-87 

28. nr. Tr. fir. 626 ( 31 ) witfw 2-7-37 

29. m. wo. fir. 570(31) ortfv 12-6-37 

30. or. wo. fir. 792 (»i) aitfir 17-9-37 

,ti. or. wo. fir. 37 i( 3 t) OKfiw 24-3-1933 

MINISTRY OF HEALTH AND FAMILY 
WELFARE 

(Department of Health) 

NOTIFICATION 

New Delhi, the 2nd June, 1988 

G.S.R. 677(E) .Whereas a draft of certain rules 
further to amend the Drugs and Cosmetics Rules, 
1945 , was published, as required by secticms 12 and. 
33 of the Drugs and Cosmetics Act, 1940 (23 of 
1940), under the notification of the Government of 
India, in the Ministry of Health and Family Welfare 
(Department of Health), No. GSR 777(E), dated 
the 15th September, 1987, in the Gazette of India, 
Extraordinary, Part H, section 3, sub-section (i), 
dated the 15th September, 1987, inviting objections 
and suggestions from all persons likely to be affected 
thereby before the expiry of a period of sixty days 
from the date on which the copies of the Official 
Gazette containing the said notification were made 
available to the public ; 

And whereas the said Gazette was made available 
to the public on the 15-9-1987. 

And whereas the objections and suggestions received 
from the public on the said draft rules have been 
considered by the Central Government; 

Now, therefore, in exercise of the powers conferred 
by sections 12 and 33 of the Drugs and Cosmetics 
Act, 1940 (23 of 1940), the Central Government, 
after consultation with the Drugs Technical Advisory 
Board, hereby makes the following rules further to 
amend the Drugs and Cosmetics Rules, 1945, 
namely ;— 

1- (1) These rules may be called the Drugs and 
Cosmetics (TTiird Amendment) Rules, 
1988. 

(2) They shall come into force on the date of 
their publication in the Official Gazette. 


wrfafinpi ^ wrtpt 4 wftr ^ 3 wnir 
writw spni^ •TT fippft ^ 
'SW 5 TW 51 fiw-nt ^JWWTl fwpfi fwwiw 
WrjJlfiiT % WT^ WTRl fir wi 
^1 widbi w?ir ^ ^ fip 
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2. In the Drugs and Cosmetics Rules, 1945, in 
Schedule K, after entry 26, the following entry shall 
bo inserted, namely :— 


Class of Drugs Extent and condition of 

Exemption 


“27. Oral Rehydration Salts The provisions of Chapter IV 
(Manufactured as per the 
following formula) Sodium 
chloride 3.5 g/lltre. 

♦Trisodium citrate dihydrate 

2.9 g/litrc. 

Potassium chloride 1.5 g/ 
litre. 

•May be replaced by Sodium 
bicarbonate (Sodium hy¬ 
drogen Carbonate) 2,5 p/ 

Litre, when citrate salt is 
not available. 

[No. X-11014/5/87-DMS&PFA] 

S. V. SUBRAMANIYAN, Jt. Secy, 

Note : The Drugs and Cosmetics Rules, 1945, as 
amended upto 1-5-1945, is contained in the 
publication of the Ministry of Health and 
Family Welfare (Department of Health) 
containing the Drugs and Cosmetics Act and 
the Rules (PDGHS 61). Subsequently the 
said rules have been amended by the follow¬ 
ing Notifications published in Part-ll, 
Section 3(i) of the Gazette of India, 
namely :— 

1. GSR 1241, dated 6-10-1979. 

2. GSR 1242, dated 6-10-1979. 

3. GSR 1243, dated 6-10-1979. 


of the Act and Rules 
there under which required 
them to bo covered by a sale 
licence, subject to the condi¬ 
tions that such a product 
has been manufactured under 
a valid drug manufacturing 
Licence’. 


4. 

GSR 

1281, dated 12-10-1979. 

5. 

GSR 

430, dated 19-4-1980. 

6 . 

GSR 

779, dated 26-7-1980. 

7. 

GSR 

540(E), dated 22-9-1980. 

8 . 

GSR 

680(E), dated 5-12-1980. 

9. 

GSR 

681(E), dated 5-12-1980. 

10 . 

GSR 

682(E), dated 5-12-1980. 

11 . 

GSR 

27(E), dated 17-1-1981. 

12 . 

GSR 

478(E), dated 6-8-1981. 

13. 

GSR 

62(E), dated 15-2-1982, 

14. 

GSR 

462(E), dated 22-6-1982. 

15. 

GSR 

510(E), dated 26-7-1982. 

16. 

GSR 

13(E), dated 7-1-1983. 

17. 

GSR 

318(E), dated 1-5-1984. 

18. 

GSR 

331(E), dated 8-5-19S4. 

19. 

GSR 

460(E), dated 20-6-1984. 

20 . 

GSR 

487(E), dated 2-7-1984. 

21 . 

GSR 

89(E), dated 16-2-1985. 

22 . 

GSR 

788(E), dated 10-10-1985. 

23. 

GSR 

17(E), dated 7-1-1986. 

24. 

GSR 

1049(E), dated 29-8-1986. 

25. 

GSR 

1060(E), dated 5-9-1986. 

26. 

GSR 

1115(E), dated 30-9-1986. 

27. 

GSR 

71(E), dated 30-1-1987. 

28. 

GSR 

570(E), dated 12-6-1937. 

29. 

GSR 

626(E), dated 12-7-1987. 

30. 

GSR 

792(E), dated 17-9-1987. 

31. 

GSR 

371(E), dated 24-3-1988. 
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